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DETAILED ACTION 

1. Applicant's election with traverse of Group VI, claims 42, 43 and 50, is acknowledged. 
Applicant argues that searching all of the claims of the invention would not be burdensome. In 
response to this argument, the restriction requirement establishes the distinctness of the 
inventions and the reasons why a search would be burdensome. AppUcant has not specifically 
addressed any of the particular reasons set forth in the restriction requirement. Applicant also 
states that if the product claims are allowable, methods relating to the allowable product may be 
rejoined. In response, the Office recognizes Applicant's right to rejoinder should the elected 
product claims be found allowable, and if the appropriate method claims relating to such an 
allowable product are amended during prosecution to correspond with the allowable product. 
Therefore, the restriction is deemed proper and made FINAL. 

Claims 3-7, 10-14, 17-23 and 25-65 are pending. Claims 3-7, 10-14, 17-23, 25-41, 44-49 
and 51-65 are withdrawn from consideration being drawn to non-elected subject matter. Claims 
42, 43 and 50 are under examination. 

Specification 

2. The first line of the first page of the specification should be updated to reflect the current 
status of parent application, USSN 09/881,710, now US Patent 6,673,895. 

Claim Objections 

3. Claim 50 is objected to for improper grammar in the phrase, "a physiological acceptable 
carrier", which should be, "a physiologically acceptable carrier". Correction is required. 
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Claim Rejections - 35 USC § 112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 42, 43 and 50 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 42 recites, "An isolated polypeptide of the sequence in SEQ ID NO: 3". The scope 
of the claim and its dependent claims 43 and 50, is not clear because the claim language could 
read on fragments of SEQ ID NO: 3. If Applicant intends to claim the full-length sequence of 
SEQ ID NO: 3, then the following language is suggested for clarity: "An isolated polypeptide 
comprising SEQ ID NO: 3". Without further explanation in the specification, the claim language 
fails to convey the metes and bounds of the invention. 

Claims 43 and 50 recite the limitation "the peptide of Claim 42". There is insufficient 
antecedent basis for this Umitation in claim 42, which refers only to a polypeptide, not a peptide. 
Correction is required. 

5, Claim 42 is rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with the 
written description requirement. The claim(s) contains subject matter which was not described 
in the specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed invention. 
Claim 42 is drawn to an isolated polypeptide comprising SEQ ID NO: 3, wherein said peptide 



t 
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(polypeptide) induces apoptosis in a cell. The claim encompasses a large genus of cells that are 
susceptible to apoptosis. 

To provide adequate written description and evidence of possession of a claimed genus, 
the specification must provide sufficient distinguishing identifying characteristics of the genus. 
The factors to be considered include disclosure of complete or partial structure, physical and/or 
chemical properties, functional characteristics, structure/function correlation, methods of making 
the claimed product, or any combination thereof In this case, the only information provided 
about the cell is that it is susceptible to apoptosis. However, there is no explanation of how the 
claimed polypeptide induces apoptosis in the cell, so there is inadequate structure/function 
correlation. While Applicant has suggested that cancer cells may be a potential target, there are 
many types of cancer cells. Without further disclosure, Applicant has failed to adequately 
demonstrate possession of the large genus of cells that are susceptible to apoptosis when 
somehow contacted with SEQ ID NO: 3. Accordingly, in the absence of sufficient recitation of 
distinguishing identifying characteristics, the specification does not provide adequate written 
description of the claimed genus. It is suggested that the intended function (or inherent function) 
recited in claim 43 be removed to overcome this rejection. 

Claim Rejections - 35 USC §102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 



Application/Control Number: 10/634,895 Page 5 

Art Unit: 1648 

Claims 42 and 43 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Bhamarapravati et al (WO 96/40933, "Bhamarapravati"). The claims are drawn to an isolated 
polypeptide comprising SEQ ID NO: 3. A reasonable interpretation of the claim language 
suggests that fragments of SEQ ID NO: 3 are also an embodiment of the invention (see 1 12, 2 
paragraph rejection above). The polypeptide is capable of inducing apoptosis in a cell 

Bhamarapravati teaches the use of infectious Dengue 2 virus PDK-53 as a quadravalent 
vaccine. Particularly, a deduced amino acid fragment of Bhamarapravati 's SEQ ID NO: 2 
(amino acids 21 1-240) shares 100% sequence identity to Applicant's SEQ ID NO: 3 (see 
attached Sequence Ahgnment). While the sequence of Bhamarapravati is larger than Applicant's 
(3,391 amino acids compared to 30 amino acids), the open claim language reasonably 
encompasses polypeptides of greater length. Since the structure of Bhamarapravati 's 
polypeptide meets the limitations of the instant claims as written, any inherent functions of the 
claimed polypeptide are expected to be present in Bhamarapravati 's polypeptide. Therefore, 
claims 42 and 43 are anticipated by the prior art. 

Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claim 42, 43 and 50 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bhamarapravati et al, (WO 96/40933, "Bhamarapravati"). The claims are drawn to an isolated 
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polypeptide comprising SEQ ID NO: 3. A reasonable interpretation of the claim language 
suggests that fragments of SEQ ID NO: 3 are also an embodiment of the invention (see 1 12, 2 
paragraph rejection above). The polypeptide is capable of inducing apoptosis in a cell. Also 
claimed is a composition comprising SEQ ED NO: 3, or sequence within SEQ ID NO: 3, along 
with a physiologically acceptable carrier. 

Bhamarapravati teaches the use of infectious Dengue 2 vims PDK-53 as a quadravalent 
vaccine. Particularly, a deduced amino acid fragment of Bhamarapravati' s SEQ ID NO: 2 
(amino acids 2 11 -240) shares 100% sequence identity to Apphcant's SEQ ID NO: 3 (see 
attached Sequence Alignment). While the sequence of Bhamarapravati is larger than Applicant's 
(3,391 amino acids compared to 30 amino acids), the open claim language reasonably 
encompasses polypeptides of greater length. Since the structure of Bhamarapravati's 
polypeptide meets the limitations of the instant claims as written, any inherent functions of the 
claimed polypeptide are expected to be present in Bhamarapravati 's polypeptide. 

While Bhamarapravati suggests the use of the claimed polypeptide in a vaccine, no 
specific mention of a physiologically acceptable carrier is made. However, one of ordinary skill 
in the art would have been motivated to use a physiologically acceptable carrier along with the 
administration of Bhamarapravati 's composition. One would have had a reasonable expectation 
of success that a physiologically acceptable carrier would have worked with Bhamarapravati 's 
composition because the polynucleotide and encoded polypeptide must be administered in some 
sort of vehicle, even water. Therefore, the invention would have been prima facie obvious to 
one of ordinary skill in the art at the time the invention was made. 
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This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obUgation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the appUcability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 



8. No claim is allowed. 

Information regarding the status of an application may be obtained from the Patent 
Apphcation Information Retrieval (PAIR) system. Status information for pubUshed applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpubUshed 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry conceming this communication or earlier communications from the 
examiner should be directed to Stacy B. Chen whose telephone number is 571-272-0896. The 
examiner can normally be reached on M-F (7:00-4:30). If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, James C. Housel can be reached on 571- 
272-0902. The fax phone number for the organization where this apphcation or proceeding is 
assigned is 571-273-8300. 



Conclusion 




Stacy B. Chen 
February 16, 2006 
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